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'TsHO^NED STATUTORY PER.00 FOR REPLY » SET TO EXPIRE 2 MONTH(S) FROM 

Extensions of time may be available under the provisions of 37 CFR 1 136 (a). 

Status 

1 )□ Responsive to communication(s) filed on . 

• cikiai 2b\M This action is non-final. 

Disposition of Claims 

4) IEI Claim(s) ±20 is/are pending in the application. 

4a) Of the above claim(s) * 4 16 and 17 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 0 Claim(s) 1 9^1 Fi and 18-20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 
' 10)D The drawing(s) filed on is/are objected to by the Examiner. 

The proposed drawing correction filed on _ is: a) D approved b)D disapproved. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 ... 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d^ 
a)D All b) D Some.c) D None of the CERTIFIED copies of the priority documents have been. 

received. 

2D received in Application No. (Series Code / Serial Number) 

3 □ received in this National Stage application from the .nternationa. Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not receded. 

14) 8 Ac k now.edgement is made of a claim for domestic priority under 35 U.S.C. & 119(e). 
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15) Notice of References Cited (PTO-892) 

16 □ Notice of Draftsperson's Patent Drawing Rev.ew (PTO-948 

17) H information Disclosure Statement(s) (PTO-1449) Paper No(s) 2 . 



^,8) □ Interview Summary (PTO^I 3) Paper No(s). 

19) □ Notice of Informal Patent Application (PTO-152) 

20) □ Other 
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DETAILED ACTION 
Election/Restrictions 

Applicant's election withtraverse of Group 1, Claims2-9 inPaperNo. 4 is acknowledged. 
Examiner is persuaded by applicant's argument therein, therefore, the restriction requirement set 
forth in Paper No. 3 is withdrawn and instead requires the following. 

Claims are directed to a plurality of disclosed and/or daimed patentab.y distinct species. 
Apphcan, is required under 35 U.S.C. 12. to elect a singie disclosed species, even though this 
requirement is traversed. By single disposed species, it is mean, that a single disdosed species 
for each of the semipermeable polymer, plasticizer, peptide and surfactant; and lipophilic- 
attracting polymer, flux enhancer and surfactant; be elected. 

Should applicant traverse on the ground that the species are no, patentably distinct, 
applicant shou,d submit evidence or identity such evidence now of record showing the species to 
„ obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admisston 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

During a telephone conversation with John Dhuey on 7/12/00 a provisiona. election was 
m ade wim traverse to prosecute the invention of semipermeable po,ymer - cellulose acetate, 
p ,asticizer-triacetin, peptide-zein and surfactant-po.yoxethylene 20 sorbitan tristearate; and 
hpophiiic-attracting poiymer-poly (ethy. ceUulose), flux enhancer-hydroxypropylcellulose and 
surfactant-polyoxyl 40 stearate. Affirmation of this election must be made by apphcan, ,n 
replying , 0 tins Office action. Claims 3, 4, .6, .7 are withdrawn from further consideration as 
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drawn ,o a non-elected — . Accordingly, Cairns . , 2, 5-.5, .8-20 wiU be prosecuted .0 
the extent they read on the claimed invention. 

Applicant is reminded that upon the cancellation of claims to a non-e.ected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of ore 
currently named inventors is no longer an inventor of a, leas, one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a petition under 37 
CFR 1.48(b) and by the fee required under 37 CFR 1.17(i). 

Claim Rejections - 35 USC §103 

. „r 1 1 1 t <i C \0Va) which forms the basis for all 
The following is a quotation of 35 U.b.C. iu.Ha; wmu. 

obviousness rejections set forth in this Office action: 
( a) A patentmavnotbeobta^^ 

Action 102 of this title, if the ^^^^^S^^ the Mention was made to a person 
manner in which the invention was made. 

Claims 1,2,5-15, 18, .9, 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Edgnen et al. in vie* of Oshlack et at, Baichwal, and Svastano e. al. 

EdgrenetaUeachesadosage form having a coating composed of two layers andaexi, 
passage (Column 3, lines 55-68, C„.umn 4, lines 1-6). Cellulose acetate or cellulose acylate are 
.ugh, as suit* polymers, triacetin as a suitable plasties and polyoxyethy.ene sorbitan 
tristearate and polyoxyethy.ene oxypropylene stearate and the like are .ugh, as suitable 
surfactants (Column 4, lines 50-68, Columns 5, 6). !, taught that the coat contains 
hydroxypropyl celhnose (Column 6, lines 59-68, Column 7, lines 1-24). 

OsMack e. al. teach that zein and ethy, cellulose provide a strong, continuous film coatmg 
(Column 6, lines 43-53, Column 8, lines 63-68). 
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Baichwal teach that ethyl cellulose is suitable for use in tablet having two coats (Column 
10, lines 22-42). 

Savastano et al. teach that polyoxyl 40 stearate is a suitable surfactant for the jacket of a 

tablet (Column 9, lines 8, 9). 

The difference between the prior art and the claimed invention is that the prior art does 
no, express* disclose the specific combination of claimed elements. However, the prior art 
amply suggests the same as it is known in the ar, two have two layer coatings, exit passageways, 
and each of the elements in combination to form the coatings. As such, it would have been well 
within the skill of and one of ordinary skill in the art would have been motivated to modify the 
prior art as above with the expectation of formulating a dosage form that has a controlled release 
of medicament over a period of time. 

Therefore, the claimed invention, as a whole, would 

c a- cViii in thp art at the time the invention was made, because every cicmcm ^ 
renti°„fhThin Xi« by the combined teachings of tire reference, 

Conclusion 

A facsimile center has been established in Technology Center 1600. The hours of 
A lacsimne centci telecopier numbers for 

operation are Monday through Friday, 8.45 AM to 4 « m. i f 
accessing the facsimile machines are (703) 308-4556 or (703) 305-3592. 

Any inquiry concerning this communication or earlier ^^^omth. 

Supervisor, Mr Jose Dees, can be reached on (703) 308-4628. 
FIC 
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